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DETAILED ACTION 
Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) whicli fomis the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-4, 7, 9, and 10 are rejected under 35 U.S.C. 103(a) as being 

unpatentable over Babb et al. (US 5197464) in view of Gallagher (US 3373735). Babb 

et al. disclose an adapter comprising a first tube 44 for attached to an endotracheal tube 

26 and a second tube 48 capable of being attached to a bag-valve mask at 36. The 

adaptor includes a carbon dioxide indicator 62 in gaseous communication with the 

endotracheal tube 26, and isolated from the atmosphere. The carbon dioxide indicator 

62 of Babb et al. still broadly reads as being mounted on an exterior portion 70 of the 

second tube 48. Exterior is defined as outer or external in relation to another feature 

(dictionary.com). Side 70 could still read as being an outer side of the second tube, 

therefore, the carbon dioxide indicator would be mounted on an exterior portion of a 

second tube. In addition, Gallagher teaches a medical-surgical tube including a paper 

indicator ring 22 surrounding perforations 28". The device of Gallagher also includes an 

outer wall 24" to isolate the indicator from the atmosphere. Gallagher teaches an 

indicator being mounted on an exterior portion of a tube. Therefore, it would have been 

obvious to a person having ordinary skill in the art at the time of the invention to modify 

Babb et al. to mount a carbon dioxide indicator on an exterior portion of a second tube 
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as well as include perforations around the tube in order to evenly indicate the levels of 
carbon dioxide around the entire tubular structure. Lastly, it is noted that applicant's 
specification does not set forth this feature, as unexpectedly providing any new result or 
unexpectedly solving any new problem in the art over the prior art. Accordingly, the 
examiner considers the selection of such to be a mere obvious matter of design choice 
and as such does not patently distinguish the claim over the prior art, barring a 
convincing showing of evidence to the contrary. 

Babb et al. continues to disclose the adapter's first tube 44 having a tapered 
insertion end as shown in Figures 1 and 2. The adapter disclosed has first 44 and 
second 48 tubes axially aligned. In addition, the second tube 48 has an orifice 60 and 
the carbon dioxide indicator 62 covers the orifice and a further includes a casing 50 
isolating the carbon dioxide indicator 62 from the atmosphere. As shown in Figures 2 
and 3, the solution filled cavity 62 is cylindrical; therefore, the indicator covers some of 
the orifice 60. Babb et al. discloses the orifice 60 as being spaced around the second 
tube 48 and the carbon dioxide indicator 62 surrounds the second tube 48 over the 
orifice 60 as shown in Figure 3. 

Claim 8 is rejected under 35 U.S.C. 103(a) as being unpatentable over Babb et 
al. in view of Gallagher and further in view of Williams (US 4691701). The carbon 
dioxide indicator 62 includes a ring of chemically treated colorimetric indicator paper 56. 
The dictionary defines a membrane as "a thin, pliable layer of tissue covering surfaces 
or separating or connecting regions... a piece of parchment." Based on this definition, 
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the membrane 56 that is chemically treated can be considered a colorimetric indicator 
paper 56. In addition, Gallagher teaches an indicator 22 as being an absorbent paper 
ring (column 2, lines 13-25). Although Gallagher doesn't explicitly teach the indicator 22 
as being used for detecting carbon dioxide, Williams teaches an indicator that uses a 
similar litmus paper type material for detecting carbon dioxide. Therefore, it would have 
been obvious to a person having ordinary skill in the art at the time of the invention to 
modify Babb et al. to replace the indicator with the chemically treated indicator paper of 
Gallagher or Williams in order to detect carbon dioxide without the possibility of 
chemical leakage. 

As for claims 9 and 10, Babb et al. also disclose the casing 50 as a clear ring. 
Casing 50 is a section, of the housing 42 that is "molded or otherwise fabricated from a 
clear synthetic polymer such as polyethylene" (column 13, lines 59-61). In addition, the 
clear ring 50 has a C-shaped cross section defining a channel for receiving the carbon 
dioxide indicator 62. The cross section of a cylinder such as clear ring 50 has a C- 
shaped cross section as shown in Figure 2. 

Claims 11-13, 15, are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Babb et al. in view of Six (US 5058577). Babb et al. disclose an endotracheal tube 
26, an adapter 34 having a first tube 44 attached to the endotracheal tube 26, and a 
second tube 48 capable of being attached to a bag-valve mask at 36 but does not 
disclose a stylet placed within the endotracheal tube and the adapter. In addition, Babb 
et al. doesn't disclose the stylet with a handle that interfaces with the second tube to 
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form a seal. However, Six teaches a "stylet is slidably received within an endotracheal 
intubation tube" (column 2, lines 18). Six also teaches a stylet 10 with a handle 34 that 
interfaces with a tube to form a seal as shown in Figures 1 and 2. Therefore, it would 
have been obvious at the time of the invention to a person having ordinary skill in the art 
to include the stylet taught by Six with Babb et al. adapter in order to facilitate insertion 
of the intubation tube into the airway of a patient. Babb et al. continue to teach a carbon 
dioxide indicator 62 on the adapter. Babb et al. and Six teach their respective devices 
as capable of being rapidly assembled as shown in the Figures. Therefore, it would 
have been obvious to a person having ordinary skill in the art at the time of the invention 
to make the endotracheal tube, adaptor, carbon dioxide indicator and stylet pre- 
assembled and packaged as an assembly in order to be immediately ready for use. 
The prior art has shown that it has been well known in the art to package pre- 
assembled medical appliances as taught by Linder (US 4248236). 

As for claim 15, Babb et al. disclose an orifice 60 in the perimeter of the second 
tube 48 with the carbon dioxide indicator 62 covering the orifice and a casing 50 
isolating the carbon dioxide indicator 62 from the atmosphere. 

Claims 17, 19, and 20 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Babb et al. in view of Six (US 5058577). The method steps would 
have been obvious by the use of the device outlined in claims 11-13. Babb et al. 
discloses everything except for a bag-valve mask and a stylet within an endotracheal 
tube and adapter. However, Babb et al. discloses attachment of detector 34 to a 
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ventilator liose 36 and states that "air present from mask ventilation prior to intubation" 
(column 4, lines 39-40). In addition, applicant has noted that bag-valve mask 48 
attached to indicator 102 is considered prior art. Six teaches a "stylet is slidably 
received within an endotracheal intubation tube" (column 2, lines 18). Six also teaches 
a stylet 10 with a handle 34 that interfaces with a tube to form a seal as shown in 
Figures 1 and 2. Therefore, it would have been obvious to a person having ordinary 
skill in the art at the time of the invention to combine a bag-valve mask in the prior art 
and include the stylet taught by Six with Babb et al. adapter to ventilate a patient and 
facilitate the insertion of an intubation tube into the airway of a patient. 

Claim 20 is rejected under 35 U.S.C. 103(a) as being unpatentable over Babb et 
al. in view of Six. and further in view of Kaigler et al. (US 5546934). Babb et al. and Six 
teach everything except the step engaging the bag-valve mask for one ventilation cycle. 
However, this is considered obvious in the art as well as Kaigler et al. discuss how a 
bag-valve mask "would then remain in its restored condition until the next bag 
squeezing operation and such cycle would be repeated as necessary" (column 1 , lines 
36-38). Therefore, Kaigler et al. teaches that it was well known in the art that there is a 
step engaging the bag-valve mask for one ventilation cycle. 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. See In re Goodman, 1 1 
F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Long!, 759 F.2d 887, 225 
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USPQ 645 (Fed. Cir. 1985); In re Van Omum, 686 F.2d 937, 214 USPQ 761 (CCPA 
1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970);and. In re Thorington, 
418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) may be 
used to overcome an actual or provisional rejection based on a nonstatutory double 
patenting ground provided the conflicting application or patent is shown to be commonly 
owned with this application. See 37 CFR 1.130(b). 

Effective January 1, 1994, a registered attomey or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 1-4, 7-13, 15, 17, 19, and 20 are provisionally rejected under the judicially 
created doctrine of obviousness-type double patenting as being unpatentable over 
claims 1,4, 8-13, and 17-20 of copending Application No. 10/981,036 in view of Babb et 
al. The claims in copending Application No. 10/981,036 read on all the claims of this 
application except claims 2 and 3. However, Babb et al. teaches that it is known for an 
adapter's first tube 44 to have a tapered insertion end as shown in Figures 1 and 2. In 
addition, the adapter disclosed has first 44 and second 48 tubes axially aligned. 
Therefore, it would have been obvious to one having ordinary skill in the art at the time 
the invention was made to make the adapter or interconnection claimed in the 
copending application to have a tapered first tube for allowing it to fit into the end of an 
endotracheal tube as well as for the first and second tubes to be axially lined in order to 
line up the ventilating device through the second tube into the first tube as taught by 
Babb et al. 

This is a provisional obviousness-type double patenting rejection. 
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Response to Arguments 

Applicant's arguments with respect to claims 1 , 7, 8, 1 1 , and 17 have been 
considered but are moot in view of the new ground(s) of rejection. As for claim 1 . the 
carbon dioxide indicator 62 of Babb et al. still broadly reads as being "mounted on an 
exterior portion (70) of the second tube (48)." Exterior is defined as outer or external in 
relation to another feature (dictionary.com). Side 70 could still read as being an outer 
side of the second tube, therefore, the carbon dioxide indicator would be mounted on an 
exterior portion of a second tube. In addition, Gallagher teaches a medical-surgical 
tube including a paper indicator ring 22 surrounding perforations 28". The device of 
Gallagher also includes an outer wall 24" to isolate the indicator from the atmosphere. 
Therefore, it would have been obvious to a person having ordinary skill in the art at the 
time of the invention to modify Babb et al. to mount a carbon dioxide indicator on an 
exterior portion of a second tube as well as include perforations around the tube in order 
to evenly indicate the levels of carbon dioxide around the entire tubular structure. 
Lastly, it is noted that applicant's specification does not set forth this feature, as 
unexpectedly providing any new result or unexpectedly solving any new problem in the 
art over the prior art. Accordingly, the examiner considers the selection of such to be a 
mere obvious matter of design choice and as such does not patently distinguish the 
claim over the prior art, barring a convincing showing of evidence to the contrary. 

As for claim 7, in response to applicant's argument that the references fail to 
show certain features of applicant's invention, it is noted that the features upon which 
applicant relies (i.e., "orifice in the tube") are not recited in the rejected claim(s). 
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Although the claims are interpreted in light of the specification, limitations from the 
specification are not read into the claims. See In re Van Geuns, 988 F.2d 1181, 26 
USPQ2d 1057 (Fed. Cir. 1993). In addition, Gallagher has taught an indicator 
surrounding a tube with many orifices as shown in Figures 3 and 5. 

As for claim 8, Gallagher teaches an indicator 22 as being an absorbent paper 
ring (column 2, lines 13-25). Although Gallagher doesn't explicitly teach the indicator 22 
as being used for detecting carbon dioxide, Williams teaches an indicator that uses a 
similar litmus paper type material for detecting carbon dioxide. 

As for claims 1 1 and 17, Babb et al. and Six teach their respective devices as 
capable of being rapidly assembled as shown in the Figures. Therefore, it would have 
been obvious to a person having ordinary skill in the art at the time of the invention to 
make the endotracheal tube, adaptor, carbon dioxide indicator and stylet pre-assembled 
and packaged as an assembly in order to be immediately ready for use. The prior art 
has shown that it has been well known in the art to package pre-assembled medical 
appliances as taught by Under (US 4248236). 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure: US 5421325, US 6427687, US 6123075, US 5468451, US 
5749358. US 4827944, and US 4728499 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
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§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Andrew M. Bunin whose telephone number is (571)272- 
4801. The examiner can normally be reached on Monday - Friday, 8 am - 5:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Henry Bennett can be reached on (571)272-4791. The fax phone number 
for the organization where this application or proceeding is assigned is 703-872-9306. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



10/7/05 



